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microbiological standards formulated and enforced by federal regulatory
agencies are those for milk, water, shellfish, and egg products. Other
standards exist for aflatoxins, scombroid toxin, paralytic shellfish toxin
in specific foods, and defect action levels for specific foods. The enforce-
ment of these standards has contributed to significant improvements in
the microbiological safety and quality of these products. At the federal
level no formal microbiological standards exist for other foods. Despite
this lack, existing laws provide sufficient authority for the removal from
the marketplace of products with microbiological conditions that pose a
threat to health. Therefore, "implied" microbiological standards do exist.3
Even in the absence of a threat to health, existing federal laws provide
sufficient authority for seizure of products if there is direct or indirect
evidence that a product is contaminated with filth, e.g., seizure of tree
nuts contaminated with E. coli and seizure of raw shrimp contaminated
with salmonellae. In the latter case, seizure is based not on a health hazard,
but on the premise that the presence of salmonellae is indicative of in-
sanitation in the processing of the shrimp. Federal laws also give sufficient
authority for seizure of products for aesthetic reasons. If GMPs were held
to have the force of law, they could provide authority to the FDA to use
microbiological criteria therein in the assessment of good manufacturing
practices. However, with few exceptions, umbrella GMPs are inadequate
for such purposes as they lack precise, achievable standards (U.S. v. An
Article of Food, 1972).

Thus, at the federal level, though limited use has been made of formal
standards, the law has nevertheless provided adequate authority for seizure
of foods known to present health hazards. A detailed discussion of the
current status of microbiological criteria and their legislative bases is

3Section 402(a)(l) of the Food, Drug and Cosmetic Act (U.S. Congress, 1980) specifies that
a food that bears or contains any poisonous or deleterious substance that may render it injurious
to health is deemed to be adulterated. Pathogens or their toxins may be considered as deleterious
or poisonous substances, respectively. However, the presence of certain pathogens in any number
in a food available to consumers must not be tolerated (e.g., Shigella dysenteriae, Vibrio cholerae
0-1); the mere presence of certain others is not hazardous although high populations of them
would be (e.g., C. perfringens, B. cereus). Section 402 (a)(l) does not make this distinction.
Accordingly, microbiological criteria become useful in interpreting this section of the act as they
specify the pathogen or toxin of concern, the analytical method by which they may be detected,
the sampling plan for obtaining the food to be analyzed, and the level of population of a pathogen
or concentration of toxin that must not be exceeded. Nevertheless, in the absence of such criteria
''implied'' standards for pathogens do exist by the very nature of the wording of Section 402(a)( 1),
and have been enforced by the FDA when in its judgment a direct health hazard exists, i.e., a
food contains a deleterious agent that may render it injurious to health. Thus, microbiological
criteria provide a means for interpreting the provisions of 402(a)(l) as it pertains to pathogens.